Donor History Questionnaire
User Brochure

Purpose: The User Brochure was designed to aid the donor historian in determining if a
prospective donor is digible to donate. Each blood center must have a standard operating
procedure (SOP) related to donor suitability to be used in conjunction with the User
Brochure. The User Brochure does not replace an SOP for determining donor suitability.
Both the User Brochure and the SOP must be available to staff performing hedlth
higtories. Alternately, the User Brochure contents may be transcribed into the SOP.

Introduction: The Donor History Questionnaire (DHQ) must be administered on the
date of donation. All prospective donors, including those that meet criteriafor screening
using the abbreviated DHQ, must read the Donor Educational Materias prior to
completing the DHQ. They dso must be given the Medication Deferrd Lig, and alist of
BSE countries to be used with the DHQ. As an dternative, one or dl of the lists can be
prominently displayed at the donation Site for the donors use while they are completing
the DHQ. The DHQ was designed for sdlf-adminitration by the donor, with follow-up
review by atrained donor historian. All donors, including those that meet criteriafor
screening using the abbreviated DHQ, should be ingtructed to complete al questions on
the questionnaire. A knowledgeable donor historian should be available to the
prospective donor to answer any questions concerning eligibility or the donation process.
Alternatively, the DHQ may be administered by a donor historian. The method of
adminigtration of the DHQ should be in accordance with the blood center’s SOP. Blood
collection facilities are reminded that donor screening is an active process involving open
communication between donors and trained donor historians, and that donors should be
encouraged to voice questions and concerns at any time during the screening and
donation process.

Collection facilities usng these screening materias should be aware that these materids
were tested in Englid speaking donor and non-donor groups and due to practical
limitations could not be tested in dl possible settings, including with non-English

speaking donors.

DHQ Format: The DHQ questions were composed for ease of understanding by the
prospective donor. The DHQ was evauated in its current form for comprehension;
therefore, the wording and the order of the questions should not be changed. Blood
centers may choose to add loca questions to the beginning or the end of the DHQ. The
Educationd Materid and Medication Deferrd List dso must be used unabridged except
for loca additions. The questions are grouped by time period beginning with a question
about “today” and ending with questions relating to “have you ever.” The entire DHQ
must be completed before digibility is determined.

The DHQ and aDHQ use captur e questions that may require donor historian
intervention or follow-up. Capture questions are questions that cover a broad topic, and
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when an affirmative answer is given, additiond follow-up questionsto dicit additiond
information are asked by the donor historian. Some follow-up questions are included in
the User Brochure, but since specific donor digibility criteriamay vary from one blood
center to another, an affirmative response to some questions may require consultation
with the blood center's SOP. Blood centers may implement more restrictive deferrd
policies than described in the User Brochure per their local SOP.

Additionally, DHQ has severd “attention” questions. An example of one of the
attention questionsiis listed below.

In the past 6 weeks, have you been pregnant
or are you pregnant now? (Maes check “I
anmaée’)

An ingppropriate answer to the question would be amae answering “yes’ or “no.” Each
blood center must define the action of the donor historian when a donor ingppropriately
answers the attention questions.

Documentation: Information impacting donor suitability obtained during follow-up
questioning should be meticuloudy documented on the DHQ. If a donor is determined to
be indigible during follow- up questioning, the reason for deferra should be documented
in adesgnated area on the DHQ. If adonor is determined to be digible during follow-up
questioning for an affirmative response to a question(s), a detailed explanation for each
question must be documented in sufficient detail in adesignated area on the DHQ.

Example 1. A donor answers“yes’ to DHQ Q2, “Areyou currently taking an
antibiotic?’

Sample documentation: “Donor taking tetracycline daily for acne prophylaxis.
OK per SOP.”

Example 2: A donor answers “yes’ to DHQ Q39, “Have you ever had hepatitis?’
Sample documentation: “Donor had hepatitis A at 7 years old; OK per SOP.”

Example 3: A donor answers “yes’ to aDHQ Q12, “ Since your last donation have you
been outside the United States or Canada?’

Sample documentation: “12d, donor traveled to rural areain Quintana Roo,
Mexico 6 weeks ago; maariarisk; 12 months deferra.”

Example 4: A donor answers“Yes’ to aDHQ Q12, “ Since your last donation have you
been outside the United States or Canada?’

Sample documentation: “12b, donor traveled to Africa— Cairo, Egypt — one
month ago for three days, OK per SOP.”

Example 5: A donor answers “Yes’ to aDHQ Q9, “ Since your last donation have you
had any new medica problems or diagnoses?’
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Sample documentation: “Donor diagnosed with hypertension 2 months ago, well-
controlled on meds, normal BP today; OK per SOP.”

Abbreviated Donor History Questionnaire: An abbreviated version of the DHQ
(aDHQ) that isintended to be used by repeat blood donors.

When isa donor considered to be a repeat blood donor ?

A blood donor isdigible to use the aDHQ if certain defined donor criteriaare met and if
the blood collection facility has asystem in place that can determine wheniit is
appropriate to use the aDHQ.

Repeat Donor Criteriac A donor who has previoudy donated two times, one donation of
which occurred within the previous Sx months. Both donations must have been screened
usng the full-length DHQ.

Isit necessary to administer the full-length questionnaire once a donor is classified
asa repeat donor?

Once the donor qudifiesfor the aDHQ, there is no need to adminigter the full-length
questionnaire as long as the donor continues to qualify for the abbreviated version.
However, if the donor does not qualify, ? for example, if the last donation was greater
than 6 months ?  the full-length DHQ MUST be administered. If the donor was deferred
at the last donation, the full-length questionnaire will be administered.

From time to time, new donor history questions will be added. The new questions must
be added to the full-length and the abbreviated DHQ. The new questions will remain on
the aDHQ for one year from the date the question was added. If the question must be
asked a each donation, the question will remain indefinitely on both DHQs.

How will the blood collection facility track whether the full-length questionnaire or
the abbreviated questionnaire should be administer ed, especially at mobile
collection units?

The blood collection facility must have a system to determine when it is appropriate to
adminigter the abbreviated questionnaire and when the full-length questionnaire must be
administered. Some of the items that the system must be able to determine are: how many
times the donor has donated, the timeinterval since their last donation, which
questionnaire was Uutilized at each donation, the full-length questionnaire or the
abbreviated questionnaire.

What action should be taken when it is determined that an incorrect questionnaire
has been administered or if a questionnaireisincomplete?

The blood callection facility must have a standard operating procedure describing actions
in this cdrcumgtance. If afull-length questionnaire has been administered when a donor
qudified for an abbreviated questionnaire, no additiona action is required with regard to
donor or product suitability. If an abbreviated questionnaire was administered when a
full-length questionnaire should have been adminigtered, the SOP must ensure that the
donor unit is not made available for digtribution (quarantined) until donor suitability
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issues have been resolved. FDA regulaions specify that donor digibility must be made
on the day of donation. In theingance in which digibility wasincorrectly determined
usng the aDHQ, if the donor can be re-screened and digibility can be determined using
the full-length questionnaire on the day of donation, the components may be released if
otherwise suitable. If the unit has dready been distributed, then it should be treated as
post-donation information, including submission of a biologica product deviation report
to the FDA if appropriate. Blood collection facilities should follow current, applicable
FDA Guidance, which can be found at:

Guidance Documents:

= http://www.fda.gov/cber/guideine.htm
== http://www.fda.gov/cber/memo.htm
General CBER Information:

= http://www.fda.gov/cber/

== http:/AMww.fda.gov/cber/reading/htm

User Brochure Format: The User Brochure is modular and uses flow-charting to guide
the donor historian through the donor questionnaire process. Each question is a complete
section that begins on anew page, so that changes to the DHQ and the aDHQ can be
easly modified in the User Brochure. Each section contains the following information:

Question: Question number and the question.
Donor Eligibility: This section provides additiond information to the donor
historian on donor igibility requirements for each question.
Note: Optiond field; additiond relevant information relating to the donor
question.
Flow Chart: Each quedtion is flow-charted using standard flow-charting symbols.
Square -- Statement
Diamond -- Question/decision point
Oval -- Action
Arrow-- Move to the next question
Each question ends with an ARROW that indicates to “move to the next question;”
however, blood centers must follow their established policies concerning whether or not
the donor suitability processis terminated when it is known that the donor will be
deferred.

Donor Deferrals: For some questions, a“yes’ answer calsfor arequired deferrd, either
indefinitely or for apecified period of time. A required deferrd is desgnated in the flow
chart by the Action “Defer donor.” The donor historian may need to refer to the blood
center’s SOP to determine if and when the donor may be digible to return.

For other questions, a“yes’ answer may not require adeferrd; rather, it may trigger a
line of questioning to determine if the donor is digible. The donor historian will need to
refer to the blood center’s SOP for follow-up questions to determine suitability. Thistype
of deferrd is designated in the flow chart by the Action* Defer donor per SOP.” For
example, if adonor answers“yes’ to the question “In the past 12 months, have you had a
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blood transfuson?,” certain blood centers may ask further questions regarding the kind of
blood. Some blood centers may alow donors with confirmed receipt of autologous blood
only to donate. Other centers may smply defer al donors who received blood in the last
12 months, regardless of whether the blood was alogeneic or autologous.

Each blood center’ s SOP must define how the donor responses to the follow-up questions
will be documented on the DHQ. Responses should be documented with sufficient detall
to determine the reason for donor acceptance or deferrd.

References. A lig of references concerning donor digibility isincluded a the end of the
guestions.
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